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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I, claims 1-28, the species of 
hyaluronic acid as the viscoelastic polymer, hexahydric alcohol as the polyol, and 
hyaluronic acid as the polysaccharide, in the reply filed on 3/28/2008 is acknowledged. 

Claims 15-22 and 29-46 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected inventions and species, there being no 
allowable generic or linking claim. 

Claim Rejections - 35 USC §112 
LACK OF WRITTEN DESCRIPTION UNDER 35 U.S.C. § 112, FIRST PARAGRAPH: 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 12 and 14 are rejected under 35 U.S.C. § 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

The description requirement of the patent statute requires a description of an 
invention, not an indication of a result that one might achieve if one made that invention. 
See, e.g. I n re Wilder. 22 l/SPQ 369, 372-3 (Fed. Cir. 1984). (Holding that a claim was 
not adequately described because the specification did "little more than outline goals 
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appellants hope the claimed invention achieve and the problems the invention will 

hopefully ameliorate.') 

Mere indistinct terms (such as "derivatives" used herein), however may not 

suffice to meet the written description requirement. This is particularly true when a 

compound is claimed in purely functional terms. See Univ. of Rochester v. G.D. Searle , 

69 USPQ2d 1886, 1892 (CAFC 2004), stating: 

The appearance of mere indistinct words in a specification or a claim, even an original 
claim, does not necessarily satisfy that requirement. A description of an anti-inflammatory 
steroid, i.e., a steroid (a generic structural term) described even in terms of its functioning 
of lessening inflammation of tissues fails to distinguish any steroid from others having the 
same activity or function. A description of what a material does, rather than of what it is, 
usually does not suffice.... The disclosure must allow one skilled in the art to visualize or 
recognize the identity of the subject matter purportedly described. (Emphasis added). 

A description of a chemical genus will usually comprise a recitation of structural 
features common to the members of the genus, which features constitute a substantial 
portion of the genus. See University of California v. Eli Lilly and Co. . 43 USPQ2d 1 398, 
1406 (Fed. Cir. 1997). This is analogous to enablement of a genus under section 1 12, P 
1 , by showing the enablement of a representative number of species within the genus. 

A chemical genus can be adequately described if the disclosure presents a 
sufficient number of representative species that encompass the genus. If the genus has 
substantial variance, the disclosure must describe a sufficient number of species to 
reflect the variation within that genus. See MPEP 2163. Although the MPEP does not 
specifically define what constitutes a representative number of species, the courts have 
indicated what does not constitute the same. See, e.g.., I n re Gostelli , 10 USPQ2d 
1614, 1618 (Fed. Cir. 1989), holding that the disclosure of two chemical compounds 
within a subgenus did not adequately describe such subgenus. 
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The MPEP lists factors that can be used to determine if sufficient evidence of 
possession has been furnished in the disclosure of the Application. These include the 
level of skill and knowledge in the art, partial structure, physical and/or chemical 
properties, functional characteristics alone or coupled with a known or disclosed 
correlation between structure and function, and the method of making the claimed 
invention. Disclosure of any combination of such identifying characteristics that 
distinguish the claimed invention from other materials and would lead one of skill in the 
art to the conclusion that the applicant was in possession of the claimed species is 
sufficient. MPEP 2163. 

Here, the claims are directed to a viscoelastic composition with various groups 
which may be polymerized. Among the list of instant claim 12 and 14 are "derivatives 
thereof." There is no relationship between the many possible derivatives and their 
function as a polymer. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 11 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 1 recites the limitation "the percentage of quenching" in line 1 . There is 
insufficient antecedent basis for this limitation in the claim. Additionally, there is no 
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reference provided for calculating the percentage, i.e. percent by weight, mole, volume, 
etc. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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Claims 1, 10-14, 23 and 25-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Escalon Ophthalmics Inc (WO 95/07085, see applicants IDS dated 
1 1 /1 3/06) in view of Stone (US 6,231 ,608). 

Escalon Ophthalmics Inc teaches a viscoelastic aqueous composition (page 6 
linel ) which contains an active agent, hyaluronic acid (page 6 lines 1 -6) where the 
concentration ranges from 1-5 g/ml (see fig 1), and a bufferant (pge 6 lines 7-10). The 
molecular mass is disclosed to cont be at least 50 kD (page 9 lines 20-23). 

Escalon Ophthalmics Inc does not disclose the use of 
tris[hdroxymethyl]aminomethane as a bufferant. 

Stone teaches trishydroxymethylaminomethane as a buffering agent for 
glycosidase compositions (column 11 lines 51-63). 

Stone does not teach the addition of hyaluronic acid or a polyol. 

One of ordinary skill in the art would look to other compositions to find a bufferant 
suggested by the primary which is suitable, such as disclosed in the secondary 
reference, resulting in the instantly claimed composition. 

With regard to the viscosity, percentage of quenching, and shear-viscosities, 
where the compositions appear to contain the same amount of active ingredients and 
would have the same bufferant at the same pH, it would be expected that the 
composition essentially has these same properties. 

Claims 1, 3-8, 10-14 and 25-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chen et al (US 6,671 ,903) in view of Stone (US 6,231 ,608). 
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Chen et al teaches a clear aqueous composition (claim 1) which contains an 
active agent, hyaluronic acid (claim 38) at less than 1% by weight (column 30 lines 1-9), 
a polyol, such as sorbitol or mannitol (claim 53), and a bufferant (claim 60). 

Chen et al does not disclose the use of tris[hdroxymethyl]aminomethane as a 
bufferant. 

Stone teaches trishydroxymethylaminomethane as a buffering agent for 
glycosidase compositions (column 11 lines 51-63). 

Stone does not teach the addition of hyaluronic acid or a polyol. 

One of ordinary skill in the art would look to other compositions to find a bufferant 
suggested by the primary which is suitable, such as disclosed in the secondary 
reference, resulting in the instantly claimed composition. 

With regard to the viscosity, percentage of quenching, and shear-viscosities, 
where the compositions appear to contain the same amount of active ingredients and 
would have the same bufferant at the same pH, it would be expected that the 
composition essentially has these same properties. 

Claims 2 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chen et al (US 6,671 ,903) in view of Stone (US 6,231 ,608) and Gohzu et al (US 
5,013,445). 

Chen et al teaches a clear aqueous composition (claim 1) which contains an active 
agent, hyaluronic acid (claim 38) at less than 1% by weight (column 30 lines 1-9), a 
polyol, such as sorbitol or mannitol (claim 53), and a bufferant (claim 60). 
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Chen et al does not disclose the use of tris[hdroxymethyl]aminomethane as a 
bufferant or the amount. 

Stone teaches trishydroxymethylaminomethane as a buffering agent for 
glycosidase compositions (column 11 lines 51-63). 

Stone does not teach the addition of hyaluronic acid or a polyol. 

Gohzu et al teaches the use of trishydroxymethylaminomethane in chemical 
compositions in an amount between 5-100 mM to achieve a pH of from 6.0 to 7.5 (claim 
6). 

One of ordinary skill in the art would look to other compositions to find a bufferant 
suggested by the primary which is suitable, such as disclosed in the secondary 
reference, resulting in the instantly claimed composition. Then to determine the amount, 
one of ordinary skill in the are would look to other uses of the bufferant, such as in 
Gohzu to determine the possible range. 

Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chen et 
al (US 6,671 ,903) in view of Stone (US 6,231 ,608) and Wohlrab et al (US 6,689,349). 

Chen et al teaches a clear aqueous composition (claim 1) which contains an 
active agent, hyaluronic acid (claim 38) at less than 1% by weight (column 30 lines 1-9), 
and a bufferant (claim 60). 

Chen et al does not disclose the use of tris[hdroxymethyl]aminomethane as a 
bufferant or the molecular mass of the hyaluronic acid polymers. 
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Stone teaches trishydroxymethylaminomethane as a buffering agent for 
glycosidase compositions (column 11 lines 51-63). 

Stone does not teach the addition of hyaluronic acid or the molecular mass of the 
hyaluronic acid. 

Wohlrab et al discloses the mass of hyaluronic acid polymers in the range of 10- 
200 1500 kD and 1,000 and 4,500 kD (column 2 lines 39-48). 

One of ordinary skill in the art would look to other compositions to find a bufferant 
suggested by the primary which is suitable, such as disclosed in the secondary 
reference, resulting in the instantly claimed composition. The mass of the polymer 
would then be recognized by looking to art that also uses hyaluronic acid as a polymer 
system. 

Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Packard whose telephone number is 571-270- 
3440. The examiner can normally be reached on M-F 8-3:45 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Benjamin Packard/ 

Patent Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



